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ATTACHMENT TO ANNUAL REPORT OF RESEARCH FACILITY 

For the period of October 1 , 2007 through September 30, 2008 

Category "E" Experimentation 

Eli Lilly and Company 
Indianapolis, IN 46285 

Registration No. 32-R-0003 
Customer No. 770 


Animals upon which experiments, research, or tests were conducted involving accompanying pain or 
distress to the animals and for which the use of appropriate anesthetic, analgesic, or tranquilizing drugs 
would have adversely affected the procedures, results, or interpretation of the teaching, research, 
experiments, surgery, or tests. 


Species Number Explanation 
of Animals 


Guinea Pigs 108 Pharmacology 

These animals were used as a model to evaluate novel compounds for osteoarthritis in humans. 
Mild to moderate arthritis was induced. Animal models are an essential part of this research at 
present because no in vitro system is available to fully mimic this disease condition or to assess 
compound pharmacology. Analgesics could not be used because such compounds would interfere 
with and confound study results. The earliest possible endpoint was established and the minimum 
number of animals were used. 


Dogs 4 Toxicology 

These animals were used in the toxicological evaluation of drug candidates, novel pharmaceuticals. 

In some studies, the degree of toxicity was unexpectedly severe. When adverse clinical signs were 
detected, animals were provided veterinary and supportive care. Animals were euthanized when it 
was determined that pain or distress could not be alleviated. Administration of analgesics or 
tranquilizers would have confounded interpretation of the experimental results. Despite careful study 
design, supportive care, and adjustments to study protocols, animals in toxicology studies used in the 
evaluation of new drug candidates may experience unanticipated events. U.S. and O.U.S. 
regulations and guidelines for animal studies to support human clinical trials, specifically 21 CFR 
312.23 (a)(8)(ii) and ICH SF4, require these studies. 


Rabbits 1 Toxicology 

This animal was used in the toxicological evaluation of drug candidates. In this case, the degree of 
toxicity was unexpectedly severe. When adverse clinical signs were detected, the animal was 
provided veterinary and supportive care, but was euthanized when it was determined that pain or 
distress could not be alleviated. Administration of analgesics or tranquilizers would have confounded 
interpretation of the experimental results. Despite careful study design, supportive care, and 
adjustments to study protocols, animals in toxicology studies used in the evaluation of new drug 
candidates may experience unanticipated events. U.S. and O.U.S. regulations and guidelines for 
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animal studies to support human clinical trials, specifically 21 CFR 312.23 (a)(8)(ii) and ICH SF4, 
require these studies. 

Monkeys 3 Toxicology 

These animals were used in the toxicological evaluation of dojg candidates. In some studies, the 
degree of toxicity was unexpectediy severe. Animals received veterinary care but either died 
spontaneously or were euthanized. Administration of analgesics or tranquilizers would have 
confounded interpretation of the experimental results. Despite careful study design, supportive care, 
and adjustments to study protocols, animals in toxicology studies used in the evaluation of new drug 
candidates may experience unanticipated events. U.S. and O.U.S. regulations and guidelines for 
animal studies to support human clinical trials, specifically 21 CFR 312.23 {a)(8)(ii) and ICH SF4, 
require these studies. 
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ATTACHMENT TO ANNUAL REPORT OF RESEARCH FACILITY 

For the period of October 1 , 2007 through September 30, 2008 

Exceptions to the Regulations and Standards 

Eli Lilly and Company 
Indianapolis, IN 46285 

Registration No. 32-R-0003 
Customer No. 770 


1 . Identify the lACUC approved exception to the standards; None 

2. Describe the lACUC approved exception to the standards: Not applicable 

3. Species of animal used: Not applicable 

4. Number of animals used: Not applicable 



